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DETAILED ACTION 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

1. Claims 1, 2, 5 - 9, and 11 - 14 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Haim et al. (US 2002/0013615 Al). 

Regarding Claim 1, Haim et al. (hereinafter Haim) discloses a catheter apparatus for 
therapy, such as therapeutic occlusion of an area of a heart, the catheter apparatus comprising: a 
catheter (figs. 1A and IB, (20)) configured (i.e., comprises a hallow needle (24) at catheter's 
distal end (22)) to inject a filling material into the aneurysm. See also paragraphs [0018], [0098 - 
0099]. 

Haim suggests also active locators (32, 34) located at the tip of the catheter that is 
configured to provide coordinates to determine spatial position and orientation of the catheter 
([0104]). 

There is also a pump ("dispenser," (54)) configured to controllably supply filling material 
to the catheter ([0020], [0038], [0108 - 0109], [0119]). 

Haim suggest also a monitor ("contact or pressure sensor," (36)) connected to the active 
locator and the pump, wherein the monitor is configured to monitor the spatial position and/or 
orientation of the catheter to detect emergence of the tip of the catheter from the aneurysm during 
the injection of the drug into the aneurysm by monitoring and/or ensuring that there is contact 



Application/Control Number: 10/598,567 Page 3 

Art Unit: 3777 

between a pressure sensor and region of interest; and configured to stop the supply of the drug in 
response to the detected emergence (or non-contact) ([0105-0113]). 

Regarding Claim 2, Haim suggests the catheter apparatus, wherein the active locator 
comprises a magnetic field sensor ([0021], [0023], [0104]). 

Regarding claims 5 and 8, Haim suggests a catheter, a pump device and an 
electromagnetic locating device, and monitoring capabilities for monitoring the spatial position 
and/or orientation of the catheter based on the provided coordinates from the locator fitted on the 
tip of the catheter for detecting emergence of the catheter from the region of interest during 
injection of the filling material into the aneurysm, and thereupon stopping the supply of the drug 
(please see rejections of claims 1 and 2). 

Regarding Claim 6, The apparatus as claimed in claim 5, wherein the monitoring unit 
comprises a memory having a road map stored therein ([0110]), and a recorder for recording the 
measured position of the locator using the road map ([0111]). 

Regarding Claim 7, Haim discloses, via incorporation of US 5,568,809 (paragraph 
[0105]), that the apparatus of Claim 5 comprises an imaging device, such as X-ray, NMR, 
ultrasound, etc. ('809: col. 3, lines 43 - 60 and col. 5, lines 31 - 38). 

Regarding Claim 9, Applicant should note that it would be inherent matter of design 
choice that if Haim discusses a locating device that works in conjunction with a magnetic field 
sensor device, then the locating device would comprise capabilities for generating an 
electromagnetic field for the magnetic field sensor to sense (see rejection of Claim 2). The 
generation of an electromagnetic field that is spatially and/or temporally inhomogeneous is 
commonplace, as is known in the art. 



Application/Control Number: 10/598,567 Page 4 

Art Unit: 3777 

Regarding Claim 11, Haim suggests a method of controlling the supply of a plugging 
material to a catheter employed in the therapeutic embolization of an aneurysm, the method 
comprising the acts of: determining a position and/or orientation of a tip of the catheter from 
coordinates provided by an active locator fitted thereon; automatically monitor the spatial 
position and/or orientation of the catheter based on the coordinates provided by the locator; and 
stopping the supply of the plugging material to the catheter if emergence of the catheter from the 
aneurysm is detected based on the monitored spatial position and/or orientation of the catheter 
(see rejections of claims 1, 2, 5, 8). 

Regarding Claim 12, Haim teaches that the position of the locator is recorded using a 
road map of locator positions, the detecting of the emergence of the catheter from the aneurysm 
further being based on the road map (see rejection of Claim 6). 

Regarding Claim 13, Haim et al. teaches, via incorporation of US 5,568,809 (mentioned 
in paragraph [0105]), that the catheter and the aneurysm are imaged together at the start of 
embolization, preferably by means of X-rays or with administration of a contrast agent ('809: 
col. 3, line 65 - col. 4, line 24). See also rejection of claim 7. 

Regarding Claim 14, Haim teaches that the navigation of the catheter in the vascular 
system is assisted by determining the position of the active locator, as discussed in the rejection 
of Claim 11. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haim as 
applied to claim 5 above, and further in view of Pritchard et al. (US 2005/0220882 Al). 

Regarding Claim 10, Haim teaches each and every limitation of the claim, as discussed 
above in reference to claim 5. 

However, Haim differs from Claim 5 in that Haim does not teach that the plugging 
material can comprise a curable polymer material, plastic beads, a plastic coil, a hydrogel and/or 
a fibrin sponge. 

Nonetheless, Pritchard et al. teaches that a plugging material may comprise a hydrogel in 
a particular shape of form "for plugging a void." Pritchard et al. suggests also that other materials 
art equivalent to the aforementioned materials (such as "plugs, tampons, packing strips, sheets, 
particles, spheres, blocks, cubes, cylinders, and cones") may be used. 

Accordingly, it would have been obvious to one of ordinary skill in the art, having the 
teachings of Haim and Pritchard et al. before one at the time the invention was made, to modify 
the device for injecting filling material of Haim with the filling material teachings of Pritchard et 
al. to provide user flexibility in type of materials used. 

Response to Arguments 

3. Applicant's arguments filed December 27, 201 1 have been fully considered but they are 
not persuasive. 

Applicant argues that on close inspection of the prior art, Applcaint fails to see a 
connection between the dispenser 54 and the pressure sensor 36. The monitor recitation 
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of the claims must be connected to the pump so as "to stop the supply of the filling material 
in response to the detected emergence" (i.e., emergence of the tip of the catheter from the 
aneurysm during the injection of the filling material into the aneurysm), as recited in claim 1. 

Examiner disagrees and points out respectfully that both the dispenser (pump (54)) and 
monitor (pressure sensor (36)) is disposed connected to the catheter in some way. Therefore, the 
pump and the monitor are connected to each other via the catheter. Furthermore, the pump stops 
the supply of drug upon emergence or non-contact of the catheter tip based upon the monitoring 
of the monitor (or sensor) ([0105 - 0113]). 

Applicant argues also that "Haim docs not teach, disclose, or suggest that the sensor 36 or 
any other device '"is configured to monitor the spatial position and/or orientation of the catheter 
based on the provided coordinates from the locator to detect emergence of the tip of the catheter 
from the aneurysm during the injection of the filling material into the aneurysm,' as for example 
recited in claim 1 . Even without examination of Haim's text, it will be understood by these 
skilled in the art that a contact or pressure sensor cannot 'detect emergence of the tip of 
the catheter' because emergence or exit does not create touching, other contact, or 
pressure." 

Examiner disagrees and points out respectfully that in paragraphs [0071] and [0111], 
Haim discusses "receiving and analyzing signals from the contact sensors (36) for ensuring 
positive contact between the catheter's distal end and the endocardium. . . circuitry receives 
readings from the position sensor (36). . .and to the extent that position coordinates thus 
determined remain substantially constant. . . it is assumed that distal end (22) [of the catheter] is 
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in positive contact with the endocardium." This is enough to suggest that Haim reads on the 
claim feature in question. 

Applicant argues that "Haim does not teach, disclose or suggest stopping the supply of 
the filling material when the filling material when 'emergence of the tip of the catheter from the 
aneurysm' is detected as recited in the claims. It is noted that non-contact is not the same as 
detection of 'emergence of the tip of the catheter from the aneurysm'." 

Examiner disagrees and points out respectfully that if the distal end or tip of the catheter 
has lost contact from the cardiac tissue where the aneurysm has occurred, drug supply is halted 
([0028]). Haim teaches also monitoring situations of occlusions or other blockage in ducts while 
administering the drug ([0102]). Furthermore, Applicant, Examiner notes, has not explained why 
"non-contact is not the same as detection of 'emergence of the tip of the catheter from the 
aneurysm." Examiner, therefore, holds that Haim reasonably suggests the present features of the 
claims in question. 

Pritchard teaches the features of the claim(s), as presented above. It should be noted that, 
with respect to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 



Conclusion 

4. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VANI GUPTA whose telephone number is (571)270-5042. The 
examiner can normally be reached on Monday - Thursday (8:30 am - 5:30 pm; EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert (Tse) Chen can be reached on 571-272-3672. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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